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- The MAILING DA TE of this communication appears on the cover sheet with the correspondence address - — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. " ,n ^ r ™ lvl 

* ^^ftS^St^ a ^f ilab ' e , Und f 7 he , p r iSi0nS ° f 37 CFR l136Ca) - ,n no event - however - ma * a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication 

' !I IS 5?^ ? f reP '. V SPeCifie J iS l6 ? S than thirty <30) dayS ' 3 reply within statutor V minimtjm ° f ^irty (30) days will be considered timely 

' f2££Z f't ? ^ Wi " aPP,V . and *" CXPire SIX (6) ™ S from the maiIin 9 date of ^is communication. 
Failure o reply wrthin the set or extended penod for reply will, by statute, cause the application to become ABANDONED {35 U S C 5 133) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce' any 
earned patent term adjustment. See 37 CFR 1 704(b). 7 y 

Status 

1 )□ Responsive to communication(s) filed on . 



2a)D This action is FINAL 2b)[x] This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) H Claim(s) 16-41 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) KJ Claim(s) 16-41 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Ciaim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) E3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)BAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. El Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attach me nt(s) 

Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-4 13) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) LJ Information Disclosure Statement(s) (PTO-1 449) Paper No(s) 3 . 6) □ Other: 
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DETAILED ACTION 
Election/Restrictions 



Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 16-38, drawn to compositions and methods for treating cutaneous 
stress, classified in class 424, subclass 401. 

II. Claims 39-41 , drawn to microorganisms, classified in class 435, subclass 
252.1. - . - ' ■: 

Inventions I and II are unrelated. Inventions are unrelated if it can be shown that 
they are not disclosed as capable of use together and they have different modes of 
operation, different functions, or different effects (MPEP § 806.04, MPEP § 808.01). In 
the instant case the different inventions are patentably unrelated, one is a composition, 
the other microorganisms. 

Because these inventions are distinct for the reasons given above and have 
acquired a separate status in the art as shown by their different classification, restriction 
for examination purposes as indicated is proper. 

During a telephone conversation with Paul Dupont on 7/19/01 a provisional 
election was made with traverse to prosecute the invention of Group I, claims 16-38. 
Affirmation of this election must be made by applicant in replying to this Office action. 
Claims 39-41 are withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 16,17, 26, 27 and 36 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Ormfa et al. (J. Ital. Derm., vol. 45, no. 5, pp. 325-9, 1970) 

The instant application claims a topical composition for treating cutaneous stress 
containing as active principle a substance that binds to the peripheral benzodiazepine 
receptors. It also claims methods for the treatment of cutaneous stress which comprises 
topically administering to a subject in need of such treatment an effective amount of a 
substance that binds to the peripheral benzodiazepine receptor. 

Ormfa et al. teach alcoholic solutions of Nobrium (a derivative of a 
benzodiazepine). They also teach a topical composition for treating various 
dermatological disorders (including cutaneous stress) containing as active principle a 
substance that binds to the peripheral benzodiazepine receptors. They also teach 
methods for the treatment of cutaneous stress which comprises topically administering 
to a subject in need of such treatment an effective amount of a substance that binds to 
the peripheral benzodiazepine receptor (See p. 325, fifth paragraph, left column) 
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Claims 21 and 22 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Levy (A Psychosomatic Approach to the Management of Recalcitrant Dermatoses 4(6), 
Nov. 1963, 334-7). 

The instant application claims the active principle as .001% to 10% by weight of 
the total composition weight. 

Levy teach 2.5-10 mg of diazepam (p. 336, third paragraph) as the active 
principle, which comprises between .001-10% of the total weight of the composition. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 16-38 are rejected under 35_ U.S.C. 103(a) as being unpatentable over 
Ormfa et al in view of Levy and Bloom et al. (US 5614178). 

The instant application claims a composition wherein the substance that 
binds to the peripheral benzodiazepine receptor (PBR) is RO 5-4864, a method 
of treatment of cutaneous stress by administering an effective amount of the 
above substance and a method for reducing wrinkles which comprises topically 
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administering an effective amount of a substance produced by fermentation that 
binds to the peripheral benzodiazepine receptor. 

Ormfa et al. teach alcoholic solutions of Nobrium (a derivative of a 
benzodiazepine). They als6 teach a topical composition for treating various 
dermatological disorders (including cutaneous stress) containing as active 
principle a substance that binds to the peripheral benzodiazepine receptors. 
They also teach methods for the treatment of cutaneous stress which comprises 
topically administering to a subject in need of such treatment an effective amount 
of a substance that binds to the peripheral benzodiazepine receptor. 

While Ormfa et al. and Levy do not expressly teach RO 5-4864, they do 
teach diazepam, it would have been obvious to a personjof ordinary skill in the 
art at the time the invention was made to use chlorodiazepam, instead of 
diazepam because of structural similarity, unless a showing of unexpected 
results can be established. 

Also, while Ormfa et al. and Levy also do not expressly teach a 
fermentation product, however, since it is the product itself and not the method of 
obtaining said product that is claimed, it would have been obvious to a person of 
ordinary skill in the art at the time the invention was made to use a fermentation 



Application/Control Number: 09/831 ,720 ~ Pa 9 e 6 

Art Unit: 1651 

product instead of a synthetic molecule, since the end result, an active principle 
that binds to the PBR, is the same. 

Ormfa et al. and Levy do not teach hydroxy acids or retinoic acid as an 
additional ingredient in a composition for treating cutaneous stress. 

Bloom et al. teach hydroxy acids., and retinoic acid as an ingredient in a 
composition for treating cutaneous stress. (See Col. 5, lines 7-14.) 

In light of the ingredients all having been taught as being useful for 
treating cutaneous stress, it would have been prima facie obvious to combine 
previously known compositions each of which is taught by the prior art to be 
useful for the same purpose, in order to form a new composition to be used for 
the very same purpose (In re Kerkhoven, 626 f. 2d 846, 850, 205 USPQ 1069, 
1072 (CCPA, 1980)). . 

Thus, in view of the cited references, the artisan of ordinary skill would have 
been motivated to have practiced the compositions and processes as recited in the 
claims. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brett T Ozga whose telephone number is 7033050634. 
The examiner can normally be reached on M-F 0530-1500, 2nd Wednesday Off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 7033084743. The fax phone numbers 
for the organization where this application or proceeding is assigned are 7033084242 
for regular communications and 7033053014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 
7033080196. 



BTO 

July 19, 2001 




